Cetiristad — Kparka xapakrepHcTHKa Ha npogykra (KXIT) N

KPATKA XAPAKTEPHCTHUKA HA ITPOJYKTA (SPC)

1. TBPI'OBCKO UMEHA JIEKAPCTBEHMS ITPQHVIHETERCTBO HA 30PABEONASBAKETO

. . fipiaoKoHNE Kbi1

Cetiristad, 10 mg film-coated tablets

Terupucran, 10 mg dram Tabnerkn Paspeenesaynorpedate 314 : ‘ 0627
GE8 /170106

2. KAYECTBEH U KOJIUIECTBEH ChCTAB _ '
Jlexapcrseno BemlecTBo: 1 dumv Tabnerka 10 mg cetirizine dihydrochloride
3a coHCHK HA IOMOINHATE BemecTBa, Bk 6.1.

3. JIEKAPCTBEHA ®OPMA
O Tabnerka
Bsama, kperna, dmaM TabneTka ¢ FeNHTENHA YepTa OT €HHATA CIpaHd ¥ IDIOCKA OT

Ipyrara.

4, KIIMHAYHA ,I[AHI-IPI
4.1 Tepanenniqnn noxasannn
B$3pacTHy ¥ IOIPaCcTBANIM:
__ m{momamtmo JIeYesHe HA QNepru9eH PpHHUT (CE30HEH H LENOrOJIHIIEH),
: _fpcs‘spsaﬂm ¢-Hero anepm'{eﬂ KOHIOHKTHBHT ¥ Ha XPOHUYHA HAHONATATHR YPTHKAPH.

Hel:[a HA RE3DACT MEXIY 6 H 12 I‘omm
CHMIITOMaTHUHO HeYeHHe Ha ajeprAyeH pHHHT (Ce30HEH M IIENOrOJMINEeH), H Ha
XPOHWYHA HIHONATHYHA YPTUKADHS.

4.2, lo3npase 1 HA9MH HA NPHJIOKEHHE

Br3pacTHH B HOApacTBaIIH:
1 TabneTka KaTO eHOKpPATHA J03a, BEMHEXK JTHEBHO.

Axo ce Hapmo1aBa CEHIMBOCT TabJeTKaTa MOXKE Ha ce MpHEMa BEIEp.

Hena Ha Bp3pacT Mexny 6 1 12 roavwHm

1 tabrerka (10 mg) BeOHEBK Ha JeH KaTo efXHOKpATHA N03a HiH Y2 Tabnerka (5 mg)
JiBa UETH Ha ieH (CYTPHH H BEYED).

3a meua Texanny o 30 kg nozatae Y2 Tabmerka(5 mg) BemHEK Ha JEH.
IporepenyTe KIMHUTHA H3ATBAHKHSA TIDH Jella ca OHIM ¢ IpOXBIDKUATENHOCT 10 4
CEIMHATTH.

Cetiristad e mpoTHBONIOKa3aH NPy NalHEHTH C TeXKa 6p0pedna sepocTarpunocT. [1pH
OAlHEHTH ¢ yMepeHo u3paszeHa OhOpedHa HEOCTATHIHOCT Jo3aTa Tpabpa da Onne
HaMajleHa HamojopuHa a0 5 mg (1/2 Tabnerka mguesHO). IlalMeHTHTe ¢ JeKa JO
yMepeHO H3paseHa OB0OpedHa HENOCTATRUHOCT KAakTo H TE3H C HapyleHa
gepHOApoGpa $yHxknua Tpabea na Opmar Habimozapasu BHEMatenHo (Bmx 4.4
Crenganyy npenynpexacHusa H TpEATIasHH MEPKH).

Hama noxasarencrsa, e ¢ HeoOXoauMa IpoMsIHa Ha J03ara IPH 3APaBH IHalMEHTH B
HanpefHaza BH3pacT. [IPOABINKHTENEOCTTA HA neqem«xegg MOXe Ja Bapupa B
3aBHCHMOCT OT CHMIITOMHTE. ?/\
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4.3. Hporusonokazanus
CBpBXTYRCTBHTENHOCT KBM cetirizine dihydrochloride anH x5M HIKOE OT MOMOMIHHTE
BemmecTsa. [lena nox 6 rogumua Be3pact. Texka 6E6peuna HeJ0CTATEIROCT

4.4. CoenuajaHy NpexynpesIeHns H NPENNAIHE MEpKH

TIpx AIKXOM RATMERTH HPOABDKUTENHOTO JedeHue ¢ cetirizine dihydrochloride Mosxe
Aa ROBeAE RO TMOBUINCH PHCK OT Kapuec MOpaiu IPEJH3BHKAHATA OT IEKAPCTBOTO
kcepocTomus. 110 Tasy HpWYHHA NANpeHTHTE TpaGea Aa Gbaar umudopMupaHd 3a
HEOOXOMMOCTTa OT CTPHKTHO IOAbpKaHe Ha XUTHEHATA HA YCTHATA KyXUHa.

ITpu mamuvme Ha yBpefeHa UYEpHOAPOGHA H GrubpeuHa (YHKUHSI € BBIMOXKEHO -
emumvuaApanero Ha Cetiristad na 6b1e Bapymeno. ITpunarasero ma Cetiristad opu
TaKuBa MAUMCHTH TpA6Ba Aa ce U3BEpIIBa BHAMarenHo (Buk 4.2. JosHpane u HaumH
Ha npanoxenne 1 4.3 IpoTuronoxazanmus).

Cetirizine  dihydrochloride Moxe 1na moremnmpa edexture Ea ankoxona.
CrepoBarenHo Tp:a08a ia ce BEHAMaBa [IPH AHOBPEMEHHA YIOTpeGa Ha aiKoXoil.,
TIpenopLaBa ce BHEMAHUE IIPH SITHOBpEMEHHO NPHIICKCHHE ¢ JIEKAPCTBA IOTHCKAITH

ITHC.

4.5. JlekapcTBeHH H ApYyTH B3auMOAeiicTBHS

Hscnensakie 3a CBPBXIyBCTBUTENHOCT: HPHEMET Ha cetirizine dihydrochloride Tps6aa
Ia OBlle NpeycranoBeH 3 JHM Upefd IpPOBSXKJAHETO  HA W3CIEABAHHS 3a
CBpBXIyBCTBETENHOCT. Cetirizine dihydrochloride moxe na morenmipa edexrure Ha
anxoxoma. Crenopatento Tpa0Ba Nia ce BHEMABa IPH €IHOBpeMeHHA ymorpeba Ha
ankoxoiL. IIpenopbuBa ce BHAMAHYE NpH CJHOBPEMEHHO IIPHIOKEHHUE HA JIEKAPCTBA
notackamy ITHC.

4.6. Yuotpeta 1o BpeMe Ha GpeMEHHOCT B KbPMEHe

OmutsT oT orpanudenus Gpol ciydau Ha ynmoTpeGa Ha JEKApCTBOTO IO BpEME Ha
Opemennocr, me mokxaspa yspexzamy edexrd Ha Cetiristad mo oTHomesmme Ha
OpeMeHHOCTTA WM 3ApaBETO HA IUIOKA/HOBOPOjEHOTO. Jlocera Hama mpyTrH
NPEICTABATEIHA EMHACMAONOTHYHY NaHHH. EXCIIepUMEHTHTE HIpPOBENEHH ¢ ONHTHE
KHBOTHH He TIOKa3BaT HAIIHETO Ha AUPEKTHH MK HHAMPEKTHE YBPEKIAITH e(heKTH
BEPXY OpeMEeHHOCTTA, eMOPHOHANTHOTO M (JETANHOTO DA3BHTHE, DPANIAHETO MIIH
IOCTHATaNEOTO pasButHe (Bwx 5.3 Ilpemcmuwunm zawnu 32 GesomacHocT).
Jlexapersoro Tpabea Aa Gbae IPEANHCEARO ¢ BHUMAHNE HA GPEMEHHH XKEHH.

Himnva HaNH9Hy JAHHH OTHOCHO eKcKpelwsra Ha Cetiristad B KEpMaTa IpH 4YoBeKa.
IIpunaranero ga Cetiristad 1o BpeMe Ha KbpMeHe Tps6Ba Jia ce H3GArea.

4.7. Edexrn BHpxy cnocoGroctTa 32 modupase 1 paboTa ¢ MANIHHEH
Cetirizine dihydrochloride mva cnabo mo yMepeno BIMSHHE BEPXY peakupnTe Ha
nanuenTa. Cetirizine Moxe Jia NOTeHIMpa edeKTuTe Ha ankoXoNa H HA NEKApCTBA

noruckamy [THC.

4.8. Hexcenanu peakuup
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Kcepocromust, rnaso6omue, 3aMagHoCT, CEHIMBOCT NPH JIENA ¥ BE3DACTHE, BH30Y/a,
KopeMeH gucKoM(OPT H XpaHOCMIUIATENIHE pa3CcTpoHCTBRA.

WsxmounTenHo piaaxo ce HabIoaBaT peakimHy HA CBPBXYYBCTBUTENHOCT KATO
KOXKHH peaxnuy 4 0Tok Ha Quincke.

-
-

4.9. Ilpenosnpane

KymMup9HEsT ODAT OTHOCHO TIPEIO3MpPAHETO Ha  JIEKApCIBOTO € OrpaHHYeH.
IIpremanero Ha fo3m ot 20 mg or 2 rogumso Aete, 30 mg ot 3 romEmuo meTe # 40
mg oT 11 rojumeH NaNuenT HE ca IPEW3BHKANE HHKAKBY CHMUITOMH. IIpueMsbT Ha
60 mg or 4 roguIHO JIETE MPEAU3BUKRA YMEPEHO H3pa3eHa HHTOKCHKAIIAS, 1103a OT
400 mg npenr3BAKEA YMEPEHH CHMITOMH IPH 14 rofAmiAo NeTe AOKATO IpHEMET Ha
400-500 mg oT BE3pacTCH MAUHMEHT He NPeIU3BHKBA HHKAKBE CUMIITOMH.,

CaMiiroMuTe Ha Opefio3MpamEe, ONHCAHA IPH aHTHXHCTAMHHOBH JEKapCIBA
BKmoyBatT: CHHIMBOCT, 3aryba Ha CB3HAHME W Bmﬁy,r(a (ocHOBHO mpH nena).
ATaKcus, TpeMmop, TiaBofoNre; XaOIMHAIMH, ThPUOBe, KCEOCTOMUS, 3adepBARaNe
Ha KOXaTa Ha JANETO, XUIEPTEPMHUs, MENPHA3a, PETEHIHI HA YPHHA, TAXHKAPIAL U B
CHydal Ha 3HAYMTENHO NPEAO3UpaHe XHNOTOHUS W apuTMHUH. 'afieHe W moBpEINane.
BLBMO}qu;ca CBINO "TaKa H excTpanupaMmuanu cumnroMu. Cetiristad mva chabo
H3paseH CeNATHBEH M AHTUXONHHEPTIUeH edeKT, '

Moxe na ce rabmopasa # cefanys Xaro CHMIITOM IIpH upeposupane. Ta Moxe ma
HACTRIIH TIPH IIPHEMAHE Ha €IHOKPATHA /034 No-Hucka oT 50 mg.

Jleuenwe: 3acera He CEHINECTBYBa CHENUQHYCH aHTAAOT. KUMMHUYHHAT ONBT IpH
MPCHO3HPAHE € OIPaHMYEH ¥ Jocera HE €a ONHCAHH TEXKH HHTOKCHKAIHH.
OcHoBHOTO NeyeHue TpAOBa Aa Obhe CTOMAINHATA IPOMHEKA, KO CE IPEIeHsRa KaTo
Heo0XOoMrMMa 11 TIPETaraHeTo Ha AKTHEEH BBINEH., B ciyuall Ha 0CTpa HHTOKCHKAIMT
IIpH 1105Ba HA HA ILPYOBE HIlM OCTPH NUCTOHHH (HATONOTHMYHO H3MEHECHHE B TOHYyCA
Ha ThKaH#Te) TpsiOBa fa OB/le Ha3HAUEeHO CHMIITOMATIIHO JedcHEe ¢ diazepam.

5. PAPMAKOJOTIMYHA CBOMCTBA

5.1. ®apMaKogHHAMHYHH CBOHCTBA
QapMakoTepalleBTHYHa Ipyna: AHTHXHCTAMAHOBH JIEKApCTBA 34  CHCTEMHO
IPHIIOKEHIE, THIEPa3HHOBH IPOU3BONHHE

ATC Kon: RO6A E07

Cetiristad cpapprka cetirizine dihydrochloride, xoiito npencrasiiBa parneMagHa cMec
H € aHTHAJCPriIHO JCKApPCTBO ¢ XAPAKTCPHCTHKH Ha cHelmbmaed Hi-penentopen
AHTarOHUCT.

IIpu anepruwam manumentH cetirizine dihydrochloride mrxufupa KOXKHETE peaxuHH
HHAYIEpady oT Hepponentuaute BUIT (BazoaxTireH HHTECTHHANCH HOIMIENITHA) X
cyGcraniug P, 3a XOUTO €€ CYUTA UE Ca CBLP3AHH ¢ AIEPIHYHNTE PEAKIHH. EGexTET
Ce TposBABa B PaMKHTE Ha 2 yaca KaTo MakcHManHa eh)eKTHBHOCT ce JOCTHTA cel 4
9acd 4 eQeKThT MpoXbIDKaBa Haii-manko 24 waca. TIpM aJeprudHH HalMEHTH
Cetiristad mrxuGupa akTHBHpaHeTO Ha €O3MHO(IIMTE CIEH CTEMYIHpAHE C aNeprex
I HECENIEKTHBEH XMCTAMHHONKOEPATOP, TI0 MEXAHHSEM;-KOHTOHE MOXE U3LSUIO 2
ce 00g9cHHE ¢ H-0nokupamuTe XapakTepHCTHKH Ha nercapc?méimﬂ npenyx'r
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5.2, GapMaxokHHEETHYHH cBOHiCcTBA
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6e30nacﬁocr :
; KaHueporeHeH HOTEHI[H&JI 1105 PENPOAYKTHBHA TOKCHYHOCT HE ITOKAZBAT HATHYIHETO

3

PesopbmuisTa Ha cetirizine dihydrochloride ce oTmmqaBa ¢ Manke Mexmy-
HHAUBHAyanuu papuanmu. Cetiristad He e mpmuarad BEHO2HO H 3aTOBa HETOBHTE
abcomorHa GHOHANHIHOCT, KITAPEHHEC # 00eM Ha pasnpefencHue (Vd) ca HeH3BecTHH.
MakcuManya na3sMena KOHIEHTpalys ¢e JOCTHTa B paMKHTe Ha 1 yac cien npuema
¥ TEPMHHAIHUEAT ENMMHHALMOHEH NOJNYXHBOT € oKoso 10 Jaca npu se3pacTHa U 6
yaca IIpH fdna Ha BB3pacT mexay 6 u 12 rogumu. CTemeHTa Ha CBBp3BaHE ©
IUTa3MEHATE NpoTemHH € oxono 93 %. Cetiristad ce mMeraGomusupa B orpanmdena
CTETICH KaTO OCHOBHRAT My MeTalonuT e Oe3 (papMaxonoruuna axrusHoct. Cetiristad
ce enmvEHEpa 10 60 % B HenmpomeHeH Buf mpe3 GpOpelite B paMkuTe Ha 96 Haca.
MHOroKpaTHOTO IpmiaraHeé HE BOAH [0 KyMylalus KaTo ¥ pesopOugsra
SIMMUHHPAHETO OCTaBaT HEHpPOMEHeHH. YBpefeHaTa OnOpedna (YHKOHI BOHH IO
3a0aBeHO eNUMEHUpPAHe H YHBIDKCH EIMMHHAIMOHEH IONYXWBOT. EJMMHUHHpaHETO
Hama/IiBa B B YCIOBHA HA 9epHOAPOOHA HEIOCTATHIHOCT.

Havma namsu, e dapmaxokuserHmasoro noeerncHHe Ha Cetiristad ce mpomens nmpm
TanyeHTH B cTapdecKa BB3pacT, OCBeH ako Os0pedHaTa niH YepHOApoOHaTa HYHKIHT
He ca sacerﬁam._ , :
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5.3. IIpe,uK.umquu ,L(amm 3a 0e30MmacHocT
Ha  Oasata Ha. '_nponeneHm‘e KOHBEHIMOHAIIHY HPOYYBAHHSL 33 NPeAKIHHHYIHA

: TOKGHHHOGT IpH MHOIOKpaTHO IIpHJIarane, TI'SHOTOKCHYIHOCT,

Ha CIIGHH&.TICH PHCK 3a 9OBCKa.

6. PAPMANEBTHYHNM JTAHHHA
6.1. CniuchbK HA NOMOINHHTE BEIHECTBA:
Tabnetno sapo: Lactose monohydrate, microcrystalline cellulose, colloidal anhydrous

silica, magnesium stearate

Tabnerma ofpuska: Opadry Y-1-7000 {(ceaspxa titanium dioxide (E171)),
hypromellose (464), macrogol.

6.2. HechbBMECTHMOCTH
He ca #3BecTHH

6.3. Cpox ua ropgnoct
3 romgu

6.4. Yrazanusi 3a chXpaHeHHe
Ja He ce chxpaHIBa IIpH TEMIEPaTypH HO-BHCOKH 0T 25 °C.

6.5. Bua 1 cuanpsRaHue HA ON2AKOBKATA
Omnakoska ceaspxama PVC/PVDC/Aluminium Gnuctepu ¢ 7 unu 20 TabreTky.

6.6. Macrpyxnuu 3a ynotpeba/chXxpaHeHue:
Hema crielipanHiy H3HCKBAaHUA 33 ChXPAHEHHE

7. IIpuTeixaren Ha pazpelIeHHETo 3a yn()TpeQ;r:fj.f

STADA Arzneimittel AG
Stadastraffe 2-18 -
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D 61118 Bad Vilbel, Germany
Tenedomn: ++49 6101 603-0
@akc: ++49 6101 603-259
Wnrepuer caiit: www.stada.de
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8. Homep Ha pazpemeHHETO 33 ynoTpeda

9, JlaTa Ha OLPBOTO pa3pemeHHe 3a yIoTpe6a/MoAHOBABAHE HA PaspelIeHHETO

10. /laTa Ha mocJeIHA peJaKIHA HA TEKCTAa:
Hoemspu 2004




